
United States Patent and Trademark Ofhce 




UNITEp/MTt^OEPARTMENT OF COMMERCE 
United ^tes Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria. Virginia 223 13- 1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/511,284 


04/21/2005 


Eric Fredericus Bemardus Josephus Maria Thunnissen 

•7 


13634PCTUS 


1854 



KALOW & SPRINGUT LLP 
488 MADISON AVENUE 
19TH FLOOR 
NEW YORK, NY 10022 



EXAMINER 



WOOLWINE. SAMUEL C 



ART UNIT 



PAPER NUMBER 



1637 



SHORTENED STATUTORY PERIOD OF RESPONSE | MAIL DATE | DELIVERY MODE | 

3 MONTHS 03/22/2007 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

If NO period for reply is specified above, the maximum statutory period will apply and will expire 6 MONTHS 
from the mailing date of this communication. 



PTOL-90A (Rev. 10/06) 



} 



Office Action Summary 


Application No. 

10/511,284 


Applicant(s) 
THUNNISSEN ET AL 


Examiner 
Samuel Woolwine 


Art Unit 
1637 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) OR THIRTY (30) DAYS. 

WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

!)□ Responsive to communication(s) filed on , . 
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DETAILED ACTION 
Claim Objections 

Claims 1 and 4-9 are objected to because of the following informalities: Each 
claim contains a period after each sub-step (i.e., a., b., 1., ii., etc). MPEP 608.01 (m) 
clearly states that each claim begins with a capital letter and ends with a period and 
that, "periods nfiav not be used elsewhere in the claims except for abbreviations." 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-9 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 contains the recitation "amplification and labeling part of the El HPV 
gene, in particular its 3' end". This recitation renders claim 1 and therefore all claims 
vague and indefinite, because it is unclear whether the limitation "in particular its 3' end" 
is a requirement of the claim. It is also unclear if the claim means amplifying any part of 
the El gene, and labeling the 3' end of that part of the El gene, or whether the claim 
means amplifying the 3' end of the El gene, and labeling any part of that amplified 
product, or whether the claim means amplifying the 3' end of the El gene, and labeling 
the 3' end of that amplified product. It is also unclear as to what constitutes the 3' end 
of the El gene. Does this mean the amplification product or capture probe must contain 
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the very last (i.e. 3') nucleotide of the El gene? Or does this mean that anything 3' of 
the center nucleotide of the El gene is considered the 3' end? Or is anything 3' of the 
first (i.e. 5') nucleotide of the El gene considered the 3' end? 

Based on the ambiguity of the claim, any part of the El gene will be considered 
part of the 3' end. 

With regard to claim 2, it cannot be determined whether the recitation "first 
nucleic acid probes" refers to the "various HPV specific capture probes" of claim 1 . 
Applicant is advised to clarify this issue. In addition, claim 2 recites "the glass support". 
There is insufficient antecedent basis for this limitation in the claim, because claim 1 
only recites a solid support. 

The examiner will assume the "first nucleic acid probes" of claim 2 refer to the 
capture probes of claim 1 . 

With regard to claim 3, it is unclear what is meant by "another HPV sequence". 
Does this mean the El amplification product or capture probes are "used" to detect 
multiple HPV variants, or that other HPV genes are amplified in addition the El gene, or 
that capture probes to other HPV genes in addition to the El gene are employed? 
Applicant is advised to more clearly indicate what is meant by "another HPV sequence" 
as well as how it is "used". 

The examiner will assume that genes other than the E1 gene are amplified, and 
that capture probes derived from genes other than the El gene are present on the solid 
support. 
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With regard to claim 4, reciting the invention "as claimed in any one of claim 1" 
should simply recite "as claimed in claim 1". Similar correction should be made for 
claims 6-9. 

Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

4 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described in a printed publication in ttiis or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3-5, 8 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Manos et al (USPN 5,182,377). 

With regard to claim 1, Manos teaches a method of detecting the presence of 
HPV comprising: 

amplification and labeling part of the E1 HPV gene (see column 5, lines 40-45; 
column 8, line 34 through column 9, line 1; column 14, line 38 through column 15, line 

30); 

hybridizing the labeled fragment to a solid support containing microarrays with 
various HPV specific capture probes in the 3' end of the E1 region (see column 5, lines 
40-45; column 8, line 34 through column 9, line 1; column 14, line 38 through column 
15. line 30); 

removing uncaptured labeled fragments (see for example column 7, lines 17-19; 
column 19, lines 1-3; washing removes uncaptured labeled fragments); 



Application/Control Number: 10/511 ,284 Page 5 

Art Unit: 1637 

detecting captured detectable moiety indicating the presence ofHPV sequence 
DNA in a sample (see for example column 8, lines 35-40; "determine whether a probe 
has hybridized to a DNA sequence"). 

With regard to claim 3, Manos teaches using El primers in conjunction with E6/7 
primers (see column 15, lines 15-20). 

With regard to claims 4 and 8, Manos teaches commercialization of his invention 
(see column 5, lines 64-68). This would have implied to one of ordinary skill in the art a 
"kit". Manos also teaches a PGR instrument (column 18, lines 13-14), a dot-blot 
apparatus (column 18, line 50), a water bath (column 18, line 57) and a shaker (column 
19, line 3), all of which are devices suitable for carrying out the detection method 
according to claim 1 . Manos teaches a number of primer sets (see for example Table 9, 
which shows E1 primer sets) and one or more solid supports (see column 8, line 34 
through column 9, line 1). 

With regard to claims 5 and 9, Manos teaches, for example, horseradish 
peroxidase (see column 9, lines 60-62), which is a reagent for signal enhancement. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
. the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a). the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a), 

Claims 2, 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Manos et al (USPN 5,182,377) in view of Fodor et al (USPN 5,925,525). 

The teachings of Manos have been discussed above. Manos does not teach the 
solid support is a glass support upon which nucleic acid probes are printed, or building 
the probes on the support by light-directed oligonucleotide synthesis. 

Fodor teaches building nucleic acid probes on a solid support using a light- 
directed synthesis (column 7, lines 36-40 and 45-51; column 38, lines 11-30). Fodor 
also teaches the substrate may be glass (column 46, lines 5-12). 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention of the instant application was made to use solid supports comprising 
capture probes made by the method of Fodor when practicing the method of Manos, 
because Fodor states that his method reduces the number of manual manipulations 
required and automates most of the steps, providing for better speed, accuracy and 
reliability (column 2, lines 30-35). 
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Conclusion 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel Woolwine whose telephone number is (571) 
272-1144. The examiner can nomnally be reached on Mon-Fri 9:00am-5:00pm. 

If attempts to rieach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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